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EXAMPLE 7 Adhesive paste for dentures 

An adhesive paste for dentures is prepared by mixing the following components in the indicated proportions: 
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socfium hyaluronate (average M.W. 1,500,000) 


0.2% 




Gdocaine 


4% 




phenol 


0.1% 


white vaselin 


57.7% 




high viscosity sodium carbcxymethylcellulose 


22% 




liquid paraffin 


8% 


75 


cholesterol 


2% 




stearyl alcohol 


3% 




anhydrous alcohol 


3% ! 
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The gingival paste prepared in Example 2 containing 0.2% of sodium hyaluronate of average molecular weight 
1,500,000 was tested on 10 patients. 

The chosen patients showed various degrees of parodontal pathology. The first group comprising 6 patients suffered 
25 from simple marginal gingivitis, whereas the second group comprising the remaining 4 patients had undergone paro- 
dontal surgery. 

With the first group it was noted that the topical use of the gingival paste containing hyaluronic acid resulted always 
by the second day in a reduction in symptomatology, characterised essentially by hypersensitivity to heat stimuli and 
slight bleeding on brushing, with complete recovery within one week. 
30 With the second g roup examined, recovery was slower due essentially to the fact that a surgical wound was present 
which alone required about one week for recovery. 

For this reason the compound was applied only during the latter stages of recovery mainly because the wound was 
protected by a parodontal compress. A dear improvement in condition was also noted in this group, to the extent that 
on termination of treatment the mucosa at the wound level was trophic and pink-coloured. 
35 In conclusion the product was of considerable help in recovery, in that with the first group it participated in normal 
oral hygiene and with the second group it facilitated the normal physiological reparation processes. 

Tests were conducted on the same patients with other compositions deriving from the aforesaid examples, the 
results obtained being comparable with those described. 

40 Claims 

Claims for the following Contracting States : DE, FR, GB, IT 

1. Use of hyaluronic acid in the form ol its sodium salt, characterised by an average molecular weight of between 
45 800,000 and 4,000,000. as active principle in the preparation of pharmaceutical compositions for topical application 

both for the therapy and prophylaxis of inflammatory affections of the oral cavity, and for oral cavity hygiene and 
cosmetic treatment, on condition that said compositions do not contain any compound selected from the group 
consisting of methyl salicylate, sodium saGcylate, benzyl alcohol, oleic acid, propylene glycol, sodium glycolate, 
polyoxyethylen-10-cethyi ether, sodium-ethyienediaminetetraacetic acid (EDTA), sodium dodecylsulphate and 
so dimethylsulph oxide (DMSO). 

2. The use of hyaluronic acid in the form of its sodium salt as claimed in claim 1 , characterised in that the average 
molecular weight of the hyaluronic acid is between 1 ,000,000 and 2,000,000. 

ss $. Topical compositions containing the sodium salt of hyaluronic acid as the sole active principle in accordance with 
one of the preceding claims in combination with excipients, for the therapeutic and prophylactic treatment of inflam- 
matory affections of the oral cavity, and tor oral cavity hygiene and cosmetic treatment on condition that said com- 
positions do not contain any compound selected from the group consisting of methyl salicylate, sodium salicylate. 
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benzyl alcohol, oleic acid, propylene glycol, sodium glycolate, polyoxyetr»ylen-10-certhy1 ether, sodiunvethytenedi- 
aminetetraacetic acid (EDTA), sodium dcdecylsulphate and cfimethylsulphoxide (DMSO). 

4. The topical compositions as claimed in claim 3, containing the active principle in amounts ranging from 0X05 to 
s 1 0% by weight based on th e total composition weight. 

5. The topical compositions for the therapeutic treatment of inflammatory affections of the oral cavity as claimed In 
claim 4, containing the active principle in amounts ranging from 0.2 and 10% by weight based on the total composition 
weight 
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6. The topical compositions for the therapeutic treatment of inflammatory affections of the oral cavity as claimed in 
claim5, containing the active principle in amounts ranging from0.2 and 1% by weight based on the total composition 
weight 

is 7. The topical compositions for the prophylaxis, cosmetic treatment and hygiene of the oral cavity as claimed in claim 
4, containing the active principle in a concentration of between 0.005 and 0.1% by weight based on the total com- 
position weight. 

8. The topical compositions as claimed In claim 7, containing the active principle in a concentration of 0.0 1% by weight, 
20 based on the total composition weight. 

9. The compositions as claimed in claim 3, in the form of gingival pastes, tooifipastes, mouthwashes, adhesive pastes 
and powders. 

25 1 0. The topical compositions as claimed in one of claims 5 and 6 for the treatment of gingivitis, stomatitis and irritation 
due to mechanical causes or surgery. 

1 1 . Gingival pastes as claimed in claim 9 for the dentition stage in children. 

so Claims lor the following Contracting States : ES, GR 

1 . A process for the preparation of compositions for topical application both for the therapy and prophylaxis of irrf lam- 
matory affections of the oral cavity, and for oral cavity hygiene and cosmetic treatment, containing the sodium salt 
of hyaluronic acid of average molecular weight of between 800,000 and 4,000,000 as the sole active principle, in 
as combination with excipients, on condition that said compositions do not contain any compound selected from the 
group consisting of methyl sal icy late, sodium salicylate, benzyl alcohol, oleic acid, propylene glycol, sodium glyco- 
late, polyoxyethylen-10-aethyl ether, sodium-ethyl enediaminetetraacetic acid (EDTA), sodium dodecylsulphate and 
dimethylsulphaxide (DMSO), said process comprising admixing the active principle with the excipients. 

40 2. The process as claimed in claim 1 , characterised in that the average molecular weight of the hyaluronic add is 
between 1 ,000,000 and 2,000,000. 

3. The process as claimed in claim 1 , characterised in that the active principle is in amounts ranging from 0.005 to 
10% by weight based on the total composition weight 

45 

4. The process as claimed in claim 1 , characterised in that said compositions for the therapy of irrf iammatory affections 
of the oral cavity contain the active principle in amounts ranging from 0.2 and 10% by weight based on the total 
composition weight. 

so 5. The process as claimed in claim 4, characterised in thai said compositions for the therapy of inflammatory affections 
of the oral cavity contain the active principle in amounts ranging from 0.2 and 1% by weight based on the total 
composition weight 

6. The process as claimed in claim 3. characterised in that said compositions for prophylaxis of inflammatory affections, 
ss cosmetic treatment and hygiene of the oral cavity contains the active principle in a concentration of between 0.005 

and 0.1% by weight based on the tola) composition weight 

7. The process as claimed in claim 6, characterised in that said compositions contain the active principle in a concen- 
tration of 0.01% by weight, based on the total composition weight. 
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8. The process as claimed in claim 1 , characterised in that said compositions are in the form of gingival pastes, tooth- 
pastes, mouthwashes, adhesive pastes and powders. 

9. The process as claimed in claim 4 or 5, characterised in that said compositions are useful for the treatment of 
gingivitis, stomatitis and irritation due to mechanical causes or surgery. 

10. The process as claimed In claim 8, characterised In that said gingival pastes are useful during the dentition stage 
in children. 

Rertentanspruche 

Paiemansprucne fur foJgende Vertragsstaaten : DE, FR, GB, IT 

1 . Verwendung der Hyaluronsfiure in der Form ihres Natriumsalzes. gekertnzeicrinBt durch ein mittleres Molekularge- 
wicht zwischen 800-000 und 4.000.000, als Wirkstoff bei der Herstellung von pharmazeutischen Zusammensetzun- 
gen fur eine topische VeraJbreichung sowoh! fiir die Therapie und Prophylaxe von entzundlichen Erkrankungen der 
Mundhohle als auch far die Hygiene der Mundhdhle und eine kosmetische Behandlung, urrter der Bedingung, dafi 
die genannten Zusammensetzungen keine Verbirdung enthaiten, die aus der Gruppe ausgewahlt ist, welche aus 
Methytsaficylat, Natriumsalicylat, Benzytalkohol, Olsdure, Propyl englycol, Natriumglycolat, Polyoxyethylen-10- 
cetylether, Natiumsalz der Ethylendiaminotetraessigsaure (EDTA), Natriumdodecylsurfet Oder Dimethylsulfoxid 
(DMSO) besteht. 

2. Die Verwendung der Hyaluronsaure in der Form ihres Natriumsalzes, wie sie im Anspruch 1 beansprucht wird, 
dadurch gekennzeichnel, daft das mHtlere Molekulargewichtder HyaIuronsa\ure zwischen 1 .000.000 und 2.000.000 
iiegt. 

3. Topische Zusammensetzungen, welche das Natriumsalz der Hyaluronsaure als aileinigen Wirkstoff gemaR einem 
der vorhergehenden Anspruche in Combination mit Vehikeln enthaiten, fur die therapeutische und prophylaktische 
Behandlung von entzQndiichen Erkrankungen der Mundhflhle, und for die Hygiene der MundhOhle und die kos- 
metische Behandlung, unter der Bedingung, daS die genannten Zusammensetzungen teine Verbindung enthaiten, 
die aus der Gruppe axisgew&htt ist, welche aus Methyisalicylat. Natriumsalicylat, Benzylalkohol, Olsaure, Propyl- 
englycol, Natriumglycolat, Folyoxyethylen-10-cetylether, Natriumsalz der Ethylendiaminotetraessigsaure (EDTA), 
Natriumdodecylsulfet und Dimethylsulfoxid (DMSO) besteht 

4. Die topischen Zusammensetzungen, wie sie im Anspruch 3 beansprucht sind, welche den Wirkstoff mit einem 
Gehalt im Bereich von 0,005 bis 10 Gew.%, bezogen auf das Gesamtgewicht der Zusammensetzung, enthaiten. 

5. Dietopischen Zusammensetzungen lOr die therapeutische Behandlung von entzundlichen Erkrankungen der Mund- 
h&hle, wie sie im Anspruch 4 beansprucht warden, welche den Wirkstoff mit einem Gehall im Bereich von 0,2 bis 
10 Gew.%, bezogen auf das Gesamtgewicht der Zusammensetzung, enthaiten. 

6. Die topischen Zusammensetzungen lOr die therapeutische Behandlung von entzundlichen Erkrankungen der Mund- 
hohle, wie sie im Anspruch 5 beansprucht werden, welche den Wirkstofl mit einem Gehalt im Bereich von 0,2 bis 
1 Gew.%, bezogen auf das Gesamtgewicht der Zusammensetzung, enthaiten. 

7. Die topischen Zusammensetzungen for die Prophylaxe, kosmetische Behandlung und Hygiene der Mundhohle, wie 
sie im Anspruch 4 beansprucht werden, welcheden Wirkstoff in einer Kbnzentration zwischen 0.005 und 0, 1 Gew.%, 
bezogen auf das Gesamtgewicht der Zusammensetzung, enthaiten. 

8. Die topischen Zusammensetzungen. wie sie im Anspruch 7 beansprucht werden, welche den Wirkstoff in einer 
Konzentration 0,01 Gew.%, bezogen auf das Gesamtgewicht der Zusammensetzung, enthaiten. 

9. Die Zusammensetzungen, wie sie im Anspruch 3 beansprucht warden, in der Form von Zahnf letechpasten, Zahn- 
pasten, MurdwSssem, Haftpasten und Haftpulvern. 

10. Die topischen Zusammensetzungen, wie sie in einem der Anspruche 5 und 6 beansprucht werden, fur die Behan- 
dlung von Gingivitis, Stomatitis, von Reizungen aufgrund mechanischer Ursachen oder aufgrund von Operatlonen. 

1 1 . Zahnfleischpasten, wie sie im Anspruch 9 beansprucht werden, fur c5e Zahnung bei Kind era 
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